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ABSTRACTED -PUB -NO: US20020110566A 
BASIC -ABSTRACT: 

""apin^'vfrif'tHPvf'l^f^" COndition associated with a 

cond ltl on, or administering a nucleic acid encoding (I) ° is new. 

DETAILED DESCRIPTION - TrP^hinr, /mi \ ^ a- 

^'.SSSttS o/ha'vinS I :^ eCt ^ by , identi£ y in 9 * "Object having 
(b) treating a disease or condition associated with HPV, in a 
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subject, by administering (C2) comprising hsp or its 
fr^m:nt) m o£ a H?7j r ?^ e ? t ; a " d * Pr ° tei " ( °* lts antigenic 

administered to the subject, or a nucleic acid encoding (I). 
INDEPENDENT CLAIMS are also included for the following: 
ofVwar^f 01 in manufactu ^ °f a medicament for the treatment 

i^n S L?ec?^ 

second type are different; and St type and 

t™?S2n? f i IT) ir V the manufactu ^e of a medicament for the 
treSS of In IS' °S 'V^ manufactu ^ of a medicament for the 
Se^anfse^onS t^ffi * " eCOnd the first 

ACTIVITY - Dermatological; virucide; cytostatic. 

HPV i« t^V ^ ? -, • wab ' but were not required to have 

with persistant- ^n^i uott\ -^4- ic&punaers ii.e. those 

trial P „erra??L^to H orSLSverto\n r open W labe 1 *? c ? nCr ° lled 

SC OT'S ub e^iSISS'L-S^ P-^'^tnUhout 
injections of 100 micl g S HspE7 * pSeS^Of^he TT*^ 
8 patients (57 %) had worsened, 4 patients^ t) ™ P at "nts, 

and 2 patients (14 i mnmrfl j , p ^ enus , uy had no change, 
minimally) by the time thlv draraaticall y a ™J the othe? 

Of the 14 patients with wlrtf?? °ver to the open label trial, 
trial, the sill invest ial^r ^ ■ b ?9 1 ? nln 9 °£ the open label 
needed for 11 (7^J? ^"T 6 ?, thaC sur 9i«l ablation was 

patients (14 ti ftients, local ablation was needed for 2 

%f ?hese patients eleTsTto^T^ nSeded f ° r 1 <? 

Jt^Sp^ryln^n ~ F ^T'" ^ il^hS « 
experienced an i™ ^ Sme^ti^r iLry 
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evaluation point of the open label trial (4 months after the final 
dose) one additional patient experienced an improvement from 
partial to complete response (i.e. no visible warts), giving a 
total of 3 (21 %) complete responders. None of these responders 
relapsed during 6 months of evaluation in the open label trial 10 
patients (71 %) continued to exhibit improvement in partial 
response (i.e. warts reduced further in size significantly with 
continued diminution of the extent of treatment needed to remove 

^ e V£! mai 2 ln ? ?u rtS) * The ° ne non -responder (97 %) did not improve 
by the end of the open-label trial. 

MECHANISM OF ACTION - Vaccine. 

USE - (I) and (II) are useful for treating a wart, and a disease or 
condition associated with HPV, e.g. anogenital warts, planers 
warts, cervical cancer, cervical dysplasia, anal cancer anal 
dysplasia, or recurrent respiratory papillomatosis. 



ABSTRACTED - PUB -NO : 

WO 200200242A 
EQUIVALENT-ABSTRACTS : 



NOVELTY - Treating (Ml) a disease or condition associated with a 
^^• P ? Plll ° ma r rUS (HPV) infe ^ion, in a subject, comprising 

2??S"!? r i n9 a ^ US ;° n Pr 2 tein (I) ° f a P~tein of HPV which it 
different from the type of HPV that causes the disease or 
condition, or administering a nucleic acid encoding (I), is new. 

DETAILED DESCRIPTION - Treating (Ml) a disease or condition 
associated with a human papilloma virus (HPV) infection, in a 
subject, comprising: 

or^usSJcted nf V ^- ±n a Sub i ect > h Y identifying a subject having 
or suspected of having a wart, and administering a comDosition fri ) 
comprising a fusion protein (I) comprising a heft sSock pro^eL ' 
ita P inM i<™unostimulator y fragment, and a protein of HPV or 

its antigenic fragment, or a nucleic acid (II) encoding (I); or 

(b) treating a disease or condition associated with HPV in a 
subject, by administering (C2) comprising hsp or its 
immunostimulatory fragment, and a protein (or its antigenic 
fragment) of HPV of first type, to the subject, where tS Subject 
is infected with an HPV type that is different from the HP? t™ 
administered to the subject, or a nucleic acid encoding nT. ^ 

INDEPENDENT CLAIMS are also included for the following: 
ofVwSrtf 01 ^ manufacture ^ a medicament for the treatment 

(2) use of C2 in the manufacture of a medicament for the treatment 

(3) use of (II) in the manufacture of a medicament for the 
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treatment of a wart, or in the manufacture of a medicament for the 
treatment of an infection by HPV of a second type, where the first 
type and second type are different. 

ACTIVITY - Dermatological ; virucide; cytostatic. 

22 patients participated in a randomized, double-blind 
placebo-controlled, multicenter trial of HspE7 (fusion'protein 

SSv ^ n ?^ yCOb f^ teriUm b ° vis BCG Hs P 65 c °upled to E7 protein of 
HPV type 16 in the treatment of anal high-grade squamous 

i2?f! e SiJ 5 1 lesions (HSIL) . Patients were typed for HPV using 
Si 1 ?, obtained from an anal swab, but were not required to have 
HPV- 16. Individual lesions were not types for HPV. Patients 
received 3 subcutaneous injections of 100 micro g of HspE7 or 
placebo at monthly intervals. They were assessed for treatment 
response by anal Pap smears, high-resolution anoscopy (HRA) with 
biopsy, and global physical assessment. Non- responded (iVe those 
with persistent anal HSIL) after 12 or 24 weeks in the controlled 
trial were allowed to crossover to an open-label trial where they 
received 3 injections of 500 micro g of Hs P E7 at monthly intervals 
The treatment assignment was double-blinded in the 

placebo-controlled trial, and the blind has not been broken At the 
time of their entry into the open label trial, 14 of thl 22* 
patients (64 %) had anogenital warts that had persisted throuahout 
the prior double-blind trial in which they received 3 monthly 

P^ients (57 «) had worsened, 4 patients (29 %) had no chanae 
and 2 Patients (14 %) improved (one dramatically and the othe? 
S tit iVJZ th ? tim * th *y crosse * over to the Y open laL? trial . 
trii? t L P ;^ entS W1 5 h Warts at the beginning of the open label 
needed fat H ^g™? Stlgat °r determined that surgical ablation was 
pltilntf i ^ 179 A P atien ^ s ' local ablation was needed for 2 
ft? rhtt (14 ^) , and topical treatment was needed for 1 patient (7 
«). These patients elected to postpone the site investigator's 
recommended treatment, consenting instead to receivJ 3 inWt-Ln<= 
of HspE7 500 micro g monthly intervals in the opJn labeJ Hill 
month after the final treatment with 500 micro g of HspE7 2 
patients (14 %) had no detectable warts, 11 patients (79 4) h,d » 
reduction in the size or number of warts as compared with the?r 
status upon entry into the open-label trial, and 1 patient (?%) 
experienced an increase in wart size. By the time of tteprimarv 
evaluation point of the open label trial (4 months after thecal 
Stlarjo^omnl 1 ^ 31 Pati6nt ex P er ienced an improvement frSm 
tStal of 3 ??? P of te re p onse ^-e- no visible warts), giving a 

5 I ( ' 5) com P lete responders. None of these resoonders 
relapsed during 6 months of evaluation in the open label trill i n 
patients 71 %) continued to exhibit improvement in SrtiaT 
response (i.e. warts reduced further insi 2 ri?gni?iSntiy with 
?hf dlminution of the extent of treatment^!? ^remove 

g e th r e em e a nd ni o n f ^o^^tS^"^ ^ %> ^ ~^va 
MECHANISM OF ACTION - Vaccine. 



USE - (I) and (II) are useful for treating a wart and a Hi 
condition associated with HPV, e.g. an^e^TOrta? pfaSara 
warts, cervical cancer, cervical dysplasia, anal cancer ™? 



sease or 
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ABSTRACTED- PUB-NO: US20020110566A 

EQUIVALENT-ABSTRACTS: NOVELTY - Treating (Ml) a disease or 
condition associated with a human papilloma virus (HPV) infection 
m a subject, comprising administering a fusion protein (?) of a 
protein of HPV which is different from the type of HPV th causes 
the disease or condition, or administering a nucleic acid encSdiSg 
(I), is new. DETAILED DESCRIPTION - Treating (Ml) a disease or 
condition associated with a human papillomavirus ^infection 
in a subject, comprising: (a) treating a wart in a subject £ 
identifying a subject having or suspected of having a wJrt' and 
administering a composition (CI) comprising a fusion protein U> 

f?aomenr 9 a nH heat ^ P J° tein (hsp) ° r its immunostim^atSry 
fragment, and a protein of HPV or its antigenic fragment or a 

rn^l C aCld e * codin 9 or (b) treating a disease or 

condition associated with HPV, in a subject, by administerinc (C2) 
comprising hsp or its immunostimulatory fragment, anS a protlin (or 
its antigenic fragment) of HPV of first tvoe toVh P «,,h?l2 \ 
the subject is infected with an HPV type that Ts dilf Jrentl rom tSe 

(l7 INDE PENDENT ^ CLAI ° f^S' ° r * nUCleic -id encoSng 

use of Cl ^ f re alS ° lncluded the following: (1) 

Sart (2) Se ol cTfn aC ^ e °V mSdiCament for the treatment of a 
wctxc, uj use ot C2 in the manufacture . of a medicament for fh P 

treatment of an infection by HPV of a second type? wherf the first 

type and second type are different; and (3) use of (II) -in fvi 

manufacture of a medicament for the treatment of a wart or ?S th. 

manufacture of a medicament for the treatment of an infec?Ln by 

different'SvS 6 ' ^V?* fi T ^ -d second Se"^ 
uitrerent. ACTIVITY - Dermatological ; virucide- cvtostaHn „ 
patients participated in a randomized, double^blind 
placebo-controlled, multicenter trial of HcJi )f ■ 

c uTt^eT coh T erium ^"bS 1 ^! sgLftrs? s^s; of 

HPV type 16 m the treatment of anal high-grade scruamous 
intraepithelial lesions (HSIL) . Patients were typed^f or HPV usina 
hIv ^° bt T a « ned / r ^ aU anal Swab ' but were not Squired to have 9 
revived fsub^ lesions not types for HP V q Patients 

received 3 subcutaneous injections of 100 micro q of HsnE7 or- 
Placebo at monthly intervals. They were assesseVfor SeatmSt 
b?S^ Se ^ a ? a i smea rs, high- resolution Snoscopy (S with 

biopsy, and global physical assessment. Non-responders (i i L 

trJal^rral^ower; ^ 12 ° r 24 -ekPifSS co^oUeT 

trial were allowed to crossover to an oneri-lab^l t--r-i*i ZZ 

8 patients (57 %) had worsened 1pati n 1 9 %f nad ™ K tlent8 ' 

«a ior ii (79 *) patients, local ablation was needed for 2 
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patients (14 %) , and topical treatment was needed for 1 patient (7 
%) . These patients elected to postpone the site investigator's 
recommended treatment, consenting instead to receive 3 injections 
of HspE7 500 micro g monthly intervals in the open label trial. One 
month after the final treatment with 500 micro g of HspE7, 2 
patients (14 %) had no detectable warts, 11 patients (79 %) had a 
reduction in the size or number of warts as compared with their 
status upon entry into the open- label trial, and 1 patient (7 %) 
experienced an increase in wart size. By the time of the primary 
evaluation point of the open label trial (4 months after the final 
dose) one additional patient experienced an improvement from 
partial to complete response (i.e. no visible warts), giving a 
total of 3 (21 %) complete responders. None of these responders 
relapsed during 6 months of evaluation in the open label trial 10 
patients (71 %) continued to exhibit improvement in partial 
response (i.e. warts reduced further in size significantly with 
continued diminution of the extent of treatment needed to remove 
the remaining warts) . The one non-responder (97 %) did not improve 
by the end of the open-label trial. MECHANISM OF ACTION - Vaccine 
USE - (I) and (II) are useful for treating a wart, and a disease or 
condition associated with HPV, e.g. anogenital warts, plantars 
warts, cervical cancer, cervical dysplasia, anal cancer anal 
dysplasia, or recurrent respiratory papillomatosis. WO 200200242A 

CHOSEN-DRAWING : Dwg .0/0 
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